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agents and employees , directJy or through any corporate or other
device, in connection with the offering for sale, sale Or distribution of
quilted interlining materials or other products, in commerce , as ': com-
meree " is defined in the FederaJ Trade Commission Act, do forthwith
cease and desist from misrepresenting the character or amount of con-
stituent fibers contained in such products on invoices or shipping
memoranda applicable thereto , or in any other manner.

It is fU1'the1' ordeTed That the respondents herein shall , within sixty
(60) days after service upon them of this order, file with the Com-
mission a re.port in writing setting forth in detail the manner and form
in which they have comp1ied with this order,

---

Ix TIlE :\:fATTER OF

ClUeS, PFIZER & CO" INC,

ORDER, OPINIOX , ETC. , IX REGc\RD TO THE .-\LLEGED VIQL-\TION OF THE

FEDERAL TR.\DE CO I::HISSIO ACT

Docket "/780. COliplaInt , Feb. 1960-Decision, Oct. , 1964

Order' dismissing ,Yitbout adjudicating the allegations-the Foo(l and Drug
Administration haying a,:serted jurisdiction under the 1!JG2 aruendments of
the Federal Food , Drug and Cosmetic Art , enac:ed during- pendency of the
proeeeding-complaint cbarging a drug manufacturer with representing
falsely in ariyertising mailed to doctors and inserted in medical journals that.
its product "Enaras" had been clinically tested for more thun a year before
it was placed on the market, that it bad been tested on 512 patients, and
that all the " references" listed therein related to the product when in fact
they rela ted to only one of its components.

fPLAINT

Pursuant to the provisions of the Federal Trade Commission Act
and by virtue of thc authority vested in it. by said Act , the Fec1( ral
Trade Commission , having reason to believe that Cha,s. Pfizer & Co.
Inc. , a corporation , hereinafter referred to as respondent, has violated
the provisions of said Act, and it appearing to the Commission that
a proceeding by it in respect thereof would be in the public interest
hereby issues its complaint sta6ng its charges in that respect as follows:

P AnAcnAPII 1. Respondent Chas. Pfizer & Co. , Inc., is a corpora-
tion organized , existing and doing business under and by virtue of
the laws of the State of Delaware , with its principal offce and pJace
of business located at 11 BartJett Street , Brooklyn , Kew York.
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PAR. 2-. Respondent is nm", and for some time last past has been
engaged in the manufacture, advertising, offering for sale, sale and
distribution of a drug preparation called "Enarax " which prepara-
tion contains ingredients which come within the classification of drugs
as the term "drug" is defined in the Federal Trade Commission Act
to pharmacists for resale to the public,

P AU. 3. In the course and conduct of its business , respondent now
causes, and for some time last past has caused , its said "Enarax
when soJd , to be shipped from its pJace of business in the State of
New Yark to purchasers thereof located in various other States of the
United States and in the District of CoJumbia, and maintains, and
at an times mentioned herein has maintained , a substantia.l course of
trade in said product in commerce, as "commerce " is defined in the
FederaJ Trade Commission Act.

PAIL 4. Tn the course and s onduct of its business , respondent has
disseminated , and callserl the dissemination of , certain advertisements
concerning the sairl preparation by the United States mails and by
various means in commerce, as ' corl1nerce ': is defined in the Federal
Trade Commission Act, ineluding advertising material mailed to in-
dividual members of the medical profession throughout the United
States and advertisements inserted in various medical journals having
nabonal circulation , for the purpose of inducing, and which were
likeJy to induce , directly or indirectly, the purchase of said prepara-
tion; and has disseminated , and caused the dissemination of, adver-
tisernents concerning said preparation by various means, including
the aforesaid media , for the purpose of inducing, and which Vi'ere

Jikely to induce, directJy or indirectly, the purchase of said prepara-
tion in commerce, as "commerce " is defined in the Federal Trade Com-
mission Act.

PAIL 5. Respondent , by means of the aforesaid advertisements and
advertising material , has represented , directly or by implication , that

the product "Enarax " had been clinically tested for more than a year
before it ,vas placed on the market; that it had been tested on 512
patients; and that all of the "references" listed therein related to

said product,
PAR. 6. The aforesaid advertisements and representations contained

therein arc misleading in material respects and constitute " false ad-

vertisements" as that term is defmed in the Federal Trade Commission
Act, In truth and in fact, the product "Enarax" had not been cJinicaJJy

tested for more than a year, It had not been tested on 512 patients,
1\1any of the " references" l1sted in respondent' s advertising material
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did not relate to the product " narax," but instead related to only one
of the components of "Enarax

PAR, 7, The dissemination by the respondent of the false advertise-
ments, as aforesaid , constituted unfair and deceptive acts and prac-
tices in commerce, 1Vithin the intent and meaning of the Federal Trade
Commission Act.

illr, Edwa7'd F, Dmen, and Jh, Anthony J. Kennedy, J?' support-
ing the complaint.

Dewey, Ballantine , Bushhy, PalmeT 

&, 

Wood by 111' , John E, F,
Wood, 111', Oharles E, Ste1vart , J?'" 1lr, Al1wld Q, Fmiman and
l1J' . Judson A. Parsons , J1' for the respondent.

TrL\L DECISION BY IL.nHY R. IIINKF.S , I-IEAInNG EXA:\UNETI

ACGrS' r 8 , 19fi2

The complaint. in this m:lttcr charges the responuent, Chas. Pfizer
& Co. , Inc. , a corporation , with violation of the Federal Trade Com.
mission c\.ct in the dissemination of cert.ain advertisements concerll-
ing a drug preparation. Following respondenfs answer denying
violations of the Act, hearings were held , at whieh the testimony of
medical practitioners wa received and a number of exhibits ac1mitte.
in evidence. Proposed fincling Rnd briefs have been HIed by both
parties. To the extent they are inconsistent ith the findings mrtde

herein , they are deemed rejected.
On the record thus constituted , the undersigned makcs the following:

DIXGS OF FACT

1. Respondent Chas. Pfizer & Co. , Inc., hereafter sometimes re-

ferred to as Pfizer, is a corporation organized , existing, and doing
business under and by virtue of the laws of the State of DeJ a ware
with its principal offce and place of business located at 11 Bartlett

Street, Brooklyn ew York.

2. Respondent is now , a.ncl for some time last pa.st has been , engaged
in the manufacture , advertising, offering for sale , sale , and distribu-
tion of a drug prep:uation ca11ed Enarax , which preparation contains
ingredients ,,,hich come within the classiiication of drugs , as thp, term
drug :: is dei-ined in the Federal Trade Commission Act , to retail drug
outlets and others. In certain cases Pflzer s customers resell sliGh
produds and preparations to the public,

3, Federal law prohibits the saJe of Enarax to the public except

on the prescription of a physician.
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4. In the course and conduct of its business respondent now causes
and for some time last past has caused, its Enarax , when sold, to

be, shipped from its place of busine5s in the State of New York to
purchasers t.hereof located in various other states of the United States
and in the District of Columbia , and maint.ains , and at all times men-
tioned herein has maintained, a substantial course of trade in said

products in commerce , 115 " commerce" is defined in the Federal Trade
Commission Act.

5. In the course and conduct of its business , respondent has dis-
seminated , and cam ecl the dissemination of, certain advertisements
concerning the said preparation by the );nit"d States mails and by

various means in commerce , as "commerce" is defined in the Federal
Trade Commission Act. This advertising material was mailed only
to individual members of the medicaJ profession t.hroughout the
United States or inserted in various medical journals having national
circulation , for the purpose of inducing, and which were likely t.o
induce" directly .or indirectly, the purchase of said pTeparation in
commerce , as "commerce : is defined in the Federal Trade Commission
Act,

G. Enarax is a drug preparation used principally in the treatment
oJ peptic ulcers and other gastrointestinal disorders. Enara,x contains

hro components , namely, an anticholinergic agent, oxyphellcyc1irnine
sold under respondent's tradename of Darjcon , and a tranquilizer
hydroxyzine hydrochloride, sold under respondent's tradename of
Atarax. Each of the components of Enarax has its O\vn therapeutic
pl'olJerties.

7. Xo question has been raised as to the effcacy and safety of Ena-
fax. There is no contention that in marketing and ad,-ertising Enarax
respondent. hils mnde nn)" claims or representations ,yjth respect to its
safet.y or effcHcy ,,,hi('h are not in fact trne.

s. Oxyphencyclilline , the anticholinergic component of Enarax and
the more important component of the combination , was developed by
respondent. After cxtenslye and thorough clinical testing, which had
been reviewed by the Food and Drug --c\.dministl'ation , and after a

r:,,- Drng Applkation pertaining to it had been made effective , it
was sepnnlte1y marketed by respondent in .January 19;)9. It is similar
jn its action to other anticholinergic ngents marketed by other pharma-
ceutical houses.

9. Atarax , the tranquilizer eomponent of Enarax , was first mar-
keted by respondent as a Eiep:lrnte drug in j\Iay 18;56 , and by 19M)

was wen known and widely used by the medical profession. Before
Ato.rax was marketed, it had been subjected to an extensive and
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thorough c)inicRl testing program which had been reviewed by the
Food and Drug Administration; and a ew Drug Application per-
tailling to it had become effective.

10. Enarax was first marketed and advertised by respondent in
farch of 19;'39 after certain clinical tests of Ellarax and of its eom-

ponents had been reviewed by the Food and Drug Administ.ration
and after a Xew Drug Application pertaining to it had become
effective.

11. By the tilne Enarax was placed on the market., the medieal
profession had for Illflny years been using combined anticholinergic
ancl tranquilizer therapy in the treatment of the conditions for which
Enarax is used. It was a1so well understood by the medical profession
that, ,vhen anticholinel'gics and tranquilizers are used together , both
act in exactly the same manner as if each drug were used alone. This
is true whether they are administered separat.ely but concurrently, or
arc combined in n. single tablet.

12. In respondent's advertisements appearing in the medical jour-
nals as ",yell as in the literature distributed to the medical profession

which ",\'er8 the only advertisements of the drug, truthful disclosure
",yas made of the fonnula of Enarax , shm\'ing quant.itatively each of
its ingredients.

13. Typical oJ the adverti e1lents circulated by respondent on En,l
rax were the following:

14. Responclenl- , by IneallS of the aforesaid mherhsements aDd
a(h-crtising materjal has represented directJy or by inlplication that
Enarax had been clinical1y tested for more than a year hefore it ",,,,18

placed on the market: that it had been tested on ;")12 patients: and tLat
some of the footnote '; references : listed thcrein related to the pr()lnct
Enarax.

15. In truth llnd in fact , Ennrax had not been cliniraJly te tec1 for
morc t11nn fl year before it was phlced on the markct , nol' upon 31:2

pfltients a.ndnot. a.ll Gf the footnote references pnrporteclly relat1ng
to Ena.rax did so rehlte. \Vhen placed on the mal'ket in Ial'ch 19j9
EnfLrax had been tested on only approxima.tely 13;) paticnts llnd some
of the referenc.es pnrportedly relating to Enarax in Jact l'rhtecl to one
of the c.omponents of Ennrax.

16. Before Enarax was marketed , a combination of oxyphencycli-
mine and Atarax , administcred sepal'tltc'ly Imt COnCllTC'11t1y, h Hl OC2n

('J inicalJy tested for 11101'e than one yeal' In addition , oXyphenc.yclimine
itself had been clinically tested on more than 512 patients and for more

"'l'ictori,tl a(h- crrj", !lL'llt 111'' o)littt'd in jwintillg.
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than one year. Atarax had been clinically tested in over a thousand
cases and had been on the market for almost three years IV hen Enarax
was first marketed,

17. By representing that Enara.x had been clinically tested for more
than a year in a given number of cases and fonnd to be effective in a
given number of cases, respondent necessarily represented that such
clinical testing was properly condueted and adcqnate to establish the
effcacy of Enarax as a treatment. of the disorders for which it was rec-
ommended. Enarax was clinically tosted ac-cording to 131 case reports
submitted to the respondent. by eight dilIcI'ent doctors of medicine as
,yell as 24 additional observations which are not on record here. The
131 case reports , when considered in connection ,yith the ot.her testing
referred to in Finding 16 , above, provided information suffcient in all
respects for evaluating the safety and effcacy of Enarax , and consti-
tuted valid clinical testing,

18, There is no evidence in this record that the representation that

Enarax had been clinically tested on 512 patients Hnd for more than
one year constitutes a false representation of a material fact in the light
of the testing previously done upon the component ingredients of
Enarax.

19. There is no evidence in this record that the footnote refere.nces
crroneously attributable to Enarax instead of one of the component
drugs constitute a false representation of a matcrirtl fnd.

DISCTISSJO

The Fooel and Drug Administration has the duty of detennining
the adequacy of clinical tests before releasing a Hew drug on the
market : and made such a determination for not only Darico1' and
Atarax , but for Enarax as ,,"elL The proceeding here at the Federal
Trade Cornmission is directed only to the respondent\3 achertising.

Section 12 of the Federal Trade COlllmission --\.ct makes it unla,yful
to disseminate flny false advertisement for the purpose of inducing,
or which is likely to induce , the purchase in commerce of a drng.
Since drng is defined as an article intended for use in the diagnosis
cure, mitigation , treatment , or prevention of disease in man , it is clear
that Enarax is coveTed thereby. The Act , further , defines a i' also
advertisement and states:
"'" Xo advertisement of a drug shall oe deewed to be fa1se if it is dissemi.

nated only to mewbers of the medical profession , cOl1tains no false representation
of a material fact, and includes , or is accompanied in each instance by truthful
disclosnre of, the formula showing ql1antitath-ely each ingredient of such drug.
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1t is undisputed that the ach'ertisements jn\ oh-ecl were disseminat.ed
only to members of the medical profession and included a truthful
disclosure of the fornmla. The onl y issue ! t.herefore is ",'hethel' these
flchertisements contained false representations of material facts.

Hcsponc1ent Iirst contends that these advertisements did not. l'epre
sent t.hat Enarax had been c1inicuJly tested for more than one year
and upon 512 patients, but, instenc1 , represented that the tests "-er('
done on the antieholinergic. component , oXyphencyclimine. If this 'fere
so. the issue could be resolved quickly in favor of the respondent since
it is nnc1ispnted that oxyphencyclimine was so tested. Howe1'er the
record makes it quite dear that. some doctors would and did read these
fHln' rt.isements as represent.ing that Enarax had been so tested rather
than oxyphencyelimine. Trne, some of ,these doctors admitted that
'\1'1th more careful reading it would be clear that the testing referred
to the oXyphenryc1imine rather than to the EnaJ'flx. It is k1JSO true that
doctors should l'f'ncler a Jlore than superficial reading of a JTeclical
ad1'ertisement. NeYeltheJess lye are not concerned ,,,ith ,,,hat a doctor
should do, but with '\dwt n eLoctor does. It is inescapable to conclude
that some and per Imps many c1odors '\yi11 read these aclyertisements
superficially and come to the conc.llsion that Enarax had heen tested
fo!' more than one year and on ;51:2 patiellt " The rcpl'esentcltion thus
c01l1"eyed to the unsllspecting doctor is false even thongh S011e doctors
making a careful reading of the ac11'enise1lent and wjth specialized
knmdec1ge of the subject ,yonld not be misled.

This conc1l1sioll , ho,ycn' l' does not. dispo e of this CCl r" It is llot

suffcient to find that flrepre entatiOlI in a drug a(Jyertisement is false.
Fnlsf' representation as the, Act clearly spells ouL rnust illlo1ve a ma-
terial fad before it may be conc1nded that there was a. fa.lse ac1ve.rtise-
ment. The issue here is whether a representation that Enurax had been
clinically tested when. instead only its component ingre,dients had so
been te ted is a false representatiaon of it material faet. Stated other-
wise , does it matter materially if a doctor reading the -EnanlX a('1I'er-
tisement thinks tlmt Enarax, rather thell its c.omponents , had been
clinically tested ' ? On this issue 1 am compel1ec1 to conchH1e, that Com-
Inis ion counsel have not sllstall1Nl the lmrden of proof incmn1wnt upon
therll.

Counsel supporting the cOlnplnint called six medical practitioners.
One. Dr. Karp, testified that he, ,,"auld pre,scribe Enarax whether it had
been clinical1y tested or not becHuse he was familia.r with the com-

ponent drugs in1'olved and kne1; that they had been tested. Another
Dr. Fine , was nn eye , enr , nose and throat specialist '\,"ho rloes not use
anticholinergiC's in his practice so there ,yould be no basis for deter-
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n1ining what difference it made to him whether these component drugs
had been tested or not. Drs. Sisskincl and Saeli \yere not flskec1 ,,,hether
it mattered to them that Enarax had not been tested as advertised.
Dr. Brozen te,stifiec1 that he liked to knO\y vi-hat a new product COJI-

sisted of. Finally, Dr. Grolhnun , ,yho testified at great length all the
validity of the ('Jinical tests : \yas silent i1S to \yhat c1i1lerence it made to
him or the medical profession that Enal'ax had not been tested as
advertised , but only its components.

On the other hanel , all the doctors e,"lJecl hy the J'' spondent testified
that it made no difference whether Enarax had been clinically tested
or not since the two component drugs of Enarax had been c1inicnl1y

tested and the action of the components , as ,yen as the combined cll'l1g,
was I\nO\\'11. One of them , Dr. R.uflill : explained fnrthE'.l that although
a physician is very hesitant to prescribe a ncw drug: that has never been
testeel , he would be just as \yell satisfied to know only that the compo-
nents of the mixture had been tested and not the Inixture itself. Iol'e-

over, even jf a physieian did not know the action of the indivjdual
component drugs of ft mixture , but kne" there had been clinical testing
of such component (hugs , he "ould be satisfied in using the unte .tecl

combination. I-Ie also stated:

Q. So that if yOll look at the two e01l1mellt" fUj(! you mix them together and
there is no change ill the chemistry of the two , tlWll , in YOUl" oIJinioll. there i:; no
necessity to test the eornbination?

A- Absolutely none, as far as I am cOllcernPll.
Q. 'Yell , us far as you are cOllcerned but how nbout as far as the medical pro-

fession is concerned"!

A. 'Vell. if I can speak fol' the profession , the answer is there is no occasion for
the j-eRt.ng-.

Q. That i." in Hll instances"!
A. Yes , and I cau find you dozens of iJJ4ances in ,,-hidl thi i... accer1ted

by tlw profession.

The testimony of each of the three gastroentcroJogicnl specirllists
called by the respondent is essentially the same. Then' i nothing in the
recorcl "hich suggests that any doctor would consider these ndverti::e-
mcnts to be false representatjons of a material fact in conyeying the
impression that. Enarax had been clinically tested for 1l01' e thall onc
year and on 512 patients , when , as a matter of fact, it lwd not bet'n so
tcsted , but only its component drl1gshad ueen. Connsel snpporting- the
complajnt urge that the hearing examiner , lH Yerthclcss , conclude that
such misrepresentation involved a matprial fact and ignore the tesli-
lr1011Y of the medical specialists to the contrary. Such action on my part,
I believe , \yonld be 11l\\- arrantecl and presllnpt11011s. T1w field of chem-
istry and rnedicine is a highly tecJmiral area ,yhcrE' C'y( n experts oHrn
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disagree. To conclude , in the ahsenc.e of any supporting data , that some-
thing is a material fact to the medical profession where the record

contains only a flat contradiction by the medical experts to such con-
clusions is the height of folly. Indeed , it would be diffcult to render a
decision if there were cont.radictory versions by the specialists. 1-Iere
hmvever, all the evidence points in one direction. I cannot set myself up
as an authority to take offcial notice of scientific complexities nt var-
iance ",rith uncontradicted- expert opinion. These ' are not "materinl facts

, * '

' within CtheJ expert knowledge r of the CommissionJ derived
from experience. " Even if they ,vere such respondent had t11C right
to show the contrary" (Administrative Procedure Ac . Sec. 7((1) , 5

c. 1006 (d)) which it did here, See jJ aneo TV atch Stmp Co" lnc"
Docket :Yo, 7786 , March B , 106'2 (60 F, C. '1-5J: cf.lndustriaIEnqi-
neminq Associates 60 F, C, 300 (1053) where the Commission upheld
of the hearing examiner ,dlO Immd:

* ;. , since tlle repl'P entation * " * WAS * , " made in a publication intended
for c:il'cnlntion flll0ng plJ:-siciuns onI , \"ho, it can lw aS8'1!!(,(1, \"i1 not be llJisled
by anything respondents might say regarding their product, and since there is
no substantial evidence that the general consuming public \TouJd be llisled
thereby, ,

, ,

" " public intere:-t does not require , * ,) correctin; action .

' .

(Emphasis supplied.

Also lValtha?n P1'ecision l-nsti'U1nfnt Co. , lnc. Docket. Ko. 6814-

July 20 , 1962 (61 F, C. 10271, "here no deception was found in the

use of a. term in an advertisement addressed to t.he \Tnteh- making
trade which term was "not likely to confuse the technical expc1i. s * * *

(Emphasis supplied,
Similarly, as regards the footnote, references -in these. ac1yertisements

it is undcniable that , although some of them ,vere keyed to spe( ific
items in the advertisements , others were not so keyed a11(1 could be
nc1 \Tere, understood by some doctors to refer to Enarax , when as a

matter of faet they referred to one of t.he component drugs. The impres-
sion Jeft with some doctors reading the aclver6sement was undoubtedly
misleading. The materiality of s11c,h misrepr8sent:ltion , hO\'\8yer , is

entirely l1nkno\Tn. Some of the doctors testified thflt. they \,"auld be
interested in knowing more about the component drugs. The record
however. is silent as to what difference it made to them that a specific
footnote referred to it component drug rather than to the combination
Ena.rax. As in the case of the clinical testing, I cannot substitute my
impression and conclude that doctors receiving the advertisement
would experience the same. Such proof was the burden of counsel sup-
porting the complaint and its absence cannot be compensated for by
oflicial notice.
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The cone1usions reached above require a, dismissal or this complaint
and render it unnecessary to elecide whether the 131 case reports on
Enarax constituted vaEel clin ical tests. Since , however , this issue was
contested vigorously, some comment is \yarranied , particularly in view
a! t.he current concern regarding drug testing. Commission counsel
presented Dr. Grollman who testified that the 131 reports ,,-eJ' O not

adequate to constitute valid clinical testing. Respondent' s "witnesses
on tJ18 other 11and , disagreed and testified that neither the lack or
formal controls , nor the Jack of underlying data upon which the diag-
noses were based, nor the insnfficieney of the progress notes , 1101' tho

absence or te.sting for side effects , nor the use of adjunctive therapy,
rendereel these clinical tests invalid. It appears from the record that
the validity of a cJinical test has various criteria , depending upon

",-

hether the drugs is a life-sa ving c1rl1gs like an antibiotic; a drug
with specific actions in specific diseases; or it drug for the relief 

symptoms , like Ennrax. In the clinical tests of the. life-saving drug
and the drug with a specific action , an entlua.tion of the c1rug s effcacy
is accomplished by 1aboraJory tests. In testing a drug used for s)'mp-
tDlnatic rc1ief , it may be proper to make a subjective evaluation which
cannot be demonstrated objectively. L"ncler such circumstances , the
inadequacies and insuffciencies objected to by Dr. Grollman were not
critieal in the opinjon of the gastroenterological experts pa?,(icular'Zy

in view of the pT"201' testing done rnpon the c01nponent dJ'lgS. L\.Jthough

Dr, Grollman is a doctor of considerable repute , he has not had the
degree of specialization in gastroenterology that the respondent' s wit-
nesses possess , nor does it appear he was made familiar wjth the prior
clinical testing done upon the component drugs of Enarax. On balance
therefore, it is reasonable to conclude that, although valid cljnical
testing should often and perhaps usually have the controls and nnder-
lying data. spec.ificd by Dr. GrollmfLll , such completeness is not required
in all types of clinical testing; that. in the c.i111cal testing of drugs for
the relief of symptomatic disorders where the cOlnponent drugs ha-ve
been snbjected to clinical testing, simpler and more abbreviated tests
arc ,'aEd for such purpose.. The testing of Enal'llx falls \yithin the
latter cat.egory and constituted ,-::tlid clinical testing in tIle unanimous
expert opinion of the gastroentel'ologic.al speeiaJists who testified.

ORDER

It is ordered

dismissed.
That the complaint be, and the same hereby is
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The C011mis5ion issllcd its complaint in the above-captioned pro-
ceeding in 1060. The. complaint charges respondent yrith having nlisrep-
resented , in advertising material for it.s prcsc.ription drug "Enarax
that the product had he811 clinically tested for more than a year before
it was placed on the market, and with related misrcpresentat.ions , in
violation of Section 12 of the Federal Trade Commission Act , which
proscribes false advertising of food , drugs, devices or cosmetics. ,Yhile
the matter was pending before the Commission on cross-appeals from
the init.ial decision of the hearing eX'-lnincr dismissing the complaint
on the merits, t.he Federal Fooel , Drug, and Cosmetic Ad as amended
by the passage of the Drug --\.JIlendments of 19G2. Subsequently: cerLiin
regulations were promulgated 1))' the Secretary of Health , Education
and ",VeHare as provided for in the (1.mendments.

On July 10 , 10(j lp, Lj l herein), the Commission Oldl' l'Pl " th,,( the
appeal in this cflse should be l'ea.rgued , slich reargument to be limited
hOlye"er , to the following single question: ' I,hether t.he Drug Arnend-
11e11ts of 1962 (76 Stat. 780) to the Federal Fooel , Drug and Cosmetic
Act , and/or allY regulations isslwd under such amendments by the
Secretary of llealth , Bduc!uion , and ",Ve1fare con r the. acts and prac-
t.ices alleged ill the complaint." The order fnrther provided that " the
General Counsel of the Depflrtmcnt of Health , Edueation anel ,Yelfnre
is invited to submit a brief setting forth t.he Department"s y-ielrs on the
question presenterl find , ifhc desires to participate in the oral argu-

ment." The matter having been duly reargued , and the views of the
Department on the qU0s1ion ha\- ing been received by t.he Commis jon
in n Jetter of August 4, 1 DG-t, from the _\ssistant General C011nsel for

Food and Drugs decision of the a ppeal is now apIJropriate.
Section 502(n) of the arnended Federal Food , Drng a.nd Cosmetic

Act , 21 l C, S 352(n), provides that a prescription drng ,hall be

deemed misbranded " unless the. manufacturer '" * * includes in an
advertisements

'" * ,

such * * * information in brief sumnwr:v re-

lating to side effects , contraindications, and eHectiveness as shall be
required in regn1ations "hich shall beissuec1 by the Secretary r of
Healt.h , Education , and We1farej." Section 502(n) further provides
that "no advertisement of a prescription dI'lg, publisheii after t.he
effective date of regulations issl1edul1(ler this subsection applicable to
\(ln' Ttisement.s of prescription (1rugs , sha111 with respect to the matters
specified in this subsection or corered oy such regulations , be subiect
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to the provisions of sections iJi 57 of Title 15 (i. Sections 12 through
17 of the Federal Trade Commission Act, as amended)", One of the
regulations that the Secretary has promulgated pursuant to Section
502(n) provides that every prescription-drug advertisement "shall
fairly show the effectiveness of the drug in the conditions for which
it is recOlnmended in the advertisement , together with a showing of
those si(le effects and contrainc1ications that are pertinent with respect
to the uses recommended ,

, ':: "'

\ Jail' balance shall be made in pre-
senting the information on e1TRctiveness and that on side effects and
contraindications, " 21 CFR 1.105(e), The Department of Health
Eclllcation, and 'V elf are ha.s a.dvisec1 the Commission that this provi-
sion of the regu1ntions embracE's t,he false ad \'ertising of Enarax
charged in the Commission s compJaint; in its letter of August 4
1064 , the Assistant. General Counsel for Food and Drug states:

1,Ve do not regard an ad as complying with tl1e "fnir balance" requirements

whell it falsl'jy l'f'jll'E'SE'llt.o. 1lJe exteut of the dinknl testiug as allf'gecl in your
complaint. We consider the advertising complail1ed of in yonr Docket 1\0. 7780
1:0 he "itbin the scope anel applicflion of tbe Amenrlments of 1962 of the Federal
Food, Drug, and Cosmetic Act nnd. the rr-gulations proIlu1gnted tbereunder.

Congress , in the Drug Amendments of 1962 , desired to a.void both
regulatory gaps flld regulatory conflicts -in the policing of prescrip-
tioll-c1rllg flc1vertising by the F'el1el'al Trade, Commission awl the Food
and Drug Administration. \ccordingly, since the, FD A- has asserted
jurisdiction llHlE'l' Section 30:2 (n) of the arlvcrtiscments challenged in
the Comrnission s complaint , the COInmission will not proceed further
in this matter , lmt ,vill set fu:;ic1e Ow initial decision and dismiss the
complaint \yithol1t an adjudication of the allegations of the complaint.
Should the FDA's assertion of jurisdiction subsequently prove un-
founded , in part or in "hole , the Commission "ill take such further
action in this area as m LY be T\nxrantec1 in the public interest.

It honldbe notedlhnt the Commission s complaint was brought
exclusively llnderthe food and drug sections (Sect.ions 12 t!hrongh 17)
of the Federal Trade Commission Ad. ,Vhile Section 12 proscribes
fnbe advertising exc1usive of labe1ing, Section 5 of the Federal Trade
Commission Act proscribes an unfair or deceptiyc acts or practices
in intE'l'state CQJnmerce \,hether involving advertising or labeling. The
Drug \.menc1ments of 1962 were clearly not intended to re,pe,al the

Commission s allt.hority under Section 5 to proceed , where a.ppropriate
to prevent any regulatory gap, agninst unfair or deceptive representa-

tions ill t.he marketing of prescription drugs.
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FINAL ORDER

This matter having been heard by the Commission on cross-appeals
from the initial decision of the hearing examiner dismissing the com.
plaint, and the Commission having determined, for the reasons set
forth in the accompanying opinion, that the initial decision should be
set aside and the complaint dismissed without an adjudication of the
allegations of the complaint

1 tis oi'deTed That the initial decision be , and it hereby is , set aside,

It i8 fll1'ther ordered That the complaint be, and it hereby is,

dismissed.

IN THE JL.-TTER OF

THE A IO COMPA Y ET AL,

COXSEXT ORDER, ETC. , IX HEGARD TO THE .\LLEGED VIOLATIOX OF THE

FEDERAL TR.-\DE CO DIlSSlOX -\CT

Docket C-S.51. Complaint Od. 19 jfJ-',- Deci8ion , Oct. 19, 1.%-

Comeut order requiring 'Tampa , FJa" distributors of cigars to purchasers for
resale , to cease misrepresenting that their cigars are made entirely from
tobacc;o grmyn in Cuha by the use of such brand names as " ITA VAXA

BLUl\TS

" "

CLEAR HAV.A:\A

" "

SHERMAX' S Havana, " and '; DIPORTED
HAYA::A \YRAPPER."

CO:\IPLAIXT

Pursuant to the provisions of the Federal Trade Commission Act
and by "irtue of the authority Yeste.d in it by 3Hid Act, the Federal
Trade Commission, having reason to believe that The Ant.onio Corn-

pany, a corporation , and Karl B. Cuesta. Hnd A. L. Cuesta , Jr., in-
dividually and as offcers of said corporation , hereinafter referred t.o
as respondents, have. violated the provisions of said Act, and it appear-
ing to the Commission that a proceeding by it in respect thereof would
be in the public interest, hereby issucs its complaint stat.ing its charges
in tha t respect as follows:
PARAGK\PH. 1. Rcspondent The Antonio Company, is a corporation

organiz.ed , existing and doing business under and by vhtue of the 1a\\s
of the State of Florida , ,,,ith its principal offce and place of business
Jocated at 2111 orth A1bany A,"enue in the city of Tampa , State of
Florida,
Respondents Karl B, Cuesta and A, L , Cuesta

, .

Jr. , arc offcers of
the corporate respondent. They formulate , direct and control the acts


